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APPLICANT'S INVENTION 

1 . The instant invention is directed to a method of producing a flowable composition 
and kit thereof, a paste, and a package calcium phosphate cement as set forth in 
independent claims 1,15, 25, and 26. 

Note : Claims 1-29 are pending. 

RESPONSE TO APPLICANT'S ELECTION 

2. Applicant's election with traverse of Group I (claims 1 -23 and 25-29) filed 
10/25/05 is acknowledged. The traversal is on the ground that a search of the entire 
scope of the instant invention would not be unduly burdensome on the Examiner. This 
is found non-persuasive because the inventions (Groups I and II) are distinct and 
require a separate search. For example, Group I is directed to a method of producing a 
composition that is a past/flowable/cement. However, Group II is directed to a method 
of repairing a hard tissue defect. Thus, prior art that anticipates or renders obvious a 
method of producing a composition would not necessarily render obvious or anticipate a 
method for repairing a hard tissue defect. Hence, a separate search of the art is 
necessary and is burdensome for the Examiner. Thus, the restriction requirement is still 
deemed proper and is therefore made FINAL . 

WITHDRAWN CLAIMS 

3. Claims 1 (as it relates to Group II) and 24 are withdrawn from further 
consideration by the Examiner, 37 CFR 1 .142(b), as being drawn to a non-elected 
invention. 
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DOUBLE PATENTING REJECTIONS 

4. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 
644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. Effective January 
1 , 1994, a registered attorney or agent of record may sign a terminal disclaimer. A 
terminal disclaimer signed by the assignee must fully comply with 37 CFR 3.73(b). 
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5. Claims 1-23 and 25-29 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable overclaims 1-11 and 14-18 
of copending Application No. 10/851,766. Although the conflicting claims are not 
identical, they are not patentably distinct from each other because both sets of claims 
are directed to a setting fluid, dry reactants, and a contrast agent. The claims differ in 
that the instant invention is not limited to any particular contrast agent with 10/851 ,766 
reads on a contrast agent that is a particulate of barium apatite. Thus, a skilled 
practitioner in the art would recognize that the instant invention encompasses the 
contrast agent of 10/851 ,766. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 



112 REJECTIONS 

6. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

7. Claims 1 and 10 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 1 : The claim as written is ambiguous because it is unclear what Applicant 
intends by the phrase 'that sets into' in line 1. Is Applicant saying that the flowable 
composition is 'incorporate within' a calcium phosphate containing product or that the 
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flowable composition solidifies into a calcium phosphate containing product? Pleas 
clarify. 

Claim 10 : The claim as written is ambiguous because it is unclear which 
components the disclosed range is directed to. The range involves two components 
while there are three components (a, b, and c) present in the composition. 

102 REJECTIONS 

8. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AlPA 35 U.S.C. 1 02(e)). 

9. Claims 1-7, 11, 14-17, 20, 22, and 23 are rejected under 35 U.S.C. 102(e) as 
being anticipated by Wenz (WO 2004/050131). 
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Wenz discloses a cement preparation that comprises a powdery component 
including calcium phosphate and an aqueous liquid component. A radio opaque 
material is added to at least one of the powder and liquid components, and the 
components may be combined into a pasty substance (see entire document/especially, 
abstract; page 6, paragraph [0018]). Another embodiment disclosed by Wenz is 
directed to a process for the preparation of a cement wherein the calcium phosphate, 
preferably an apatite material, powder is mixed with a contrast agent, and water or an 
aqueous component, and the mixture is allowed to harden (page 2, paragraph [0008]). 
The cement preparation comprises a mixture of salts. The contrast agent may be a 
barium salt, tantalum, zirconium, or tungsten (pages 2-3, bridging paragraph). In 
Example 1 (page 10), a cement composition is disclosed wherein components 
comprising tricalcium phosphate, Mg3(P04)2, MgHP04, SrC03, and BaS04 are 
thoroughly mixed with (NH4)2HP04 to generate a pasty mass which subsequently 
hardens. In Example 2 (page 10), all of the components of Example 1 with the 
exception of BaS04 were thoroughly mixed and allowed to harden. The compressive 
strength of the components was found to be 24.1 1 MPa. Thus, both Applicant and 
Wenz disclose a method of producing a flowable composition and a method of 
producing a paste composition wherein the composition comprises calcium and 
phosphate source, a setting fluid, and a contrast agent. 
103 REJECTIONS 

1 0. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

11. Claims 1, 7-10, 13, 15, 18, 21, 25, and 26 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Wenz (WO 2004/050131) in view of Constant et al (US Patent 
No. 6,334,891). 

Wenz fails to disclose (see discussion above) a kit and packaged cement having 
a tubular element containing the components. In addition, Wenz does not specifically 
disclose that barium chloride is used or that the flowing composition sets in about 5 to 
10 minutes. 

Constantz et al disclose paste compositions that can be administered by syringe 
to set in situ to serve as a support structure, filler, or prosthesis (see entire document, 
especially, abstract). The reactants may comprise phosphate and calcium containing 
products and a liquid (columns 4-5, bridging paragraph). Implantation of the 
composition may be by syringe or catheter. The composition components once mixed 
are allowed to anneal while remaining quiescent, followed by an extended period of time 
during which the mixture hardens. During the hardening stage, crystal growth occurs 
and the product because an integral mass. Hardening will take at least about 5 
minutes, usually, at least about 15 minutes, and not more than about 20 minutes 
(column 6, lines 19-33). In addition, the components of the composition may be 
packaged in kit form (column 1 1 , claim 11). 
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It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the invention of Wenz using the teachings of Constant et 
al and generate both a kit and packaged cement product because Constantz et al 
disclose that it is known in the art to place the components of a paste comprising a 
calcium source, phosphate source, and other necessary components into a kit (see 
claim 1 1 , for example, in Constantz et al). In regards to the packaging of the of the 
cement and the use of a tubular element, Constantz et al not only disclose that the 
cement components may be placed in a kit, but also address how implantation of the 
composition occurs. Implantation may be by syringe or catheter wherein the 
composition may be used as a paste that is passed through a needle. Hence, the use 
of a tubular element is within the scope of Constantz et al. Furthermore, since both 
Wenz and Constantz et al disclose compositions comprising a calcium and a phosphate 
source, and a setting fluid, a skilled practitioner in the art would recognize that the 
references are within the same field of endeavor. Thus, the teachings of the references 
are combinable. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made that barium chloride is encompassed within the scope of the phrase 
'barium salt' as set forth by Wenz. In addition, the skilled practitioner in the art would 
recognize that that the composition begins to set within 10 minutes because Wenz 
discloses that once the components are added and mixed thoroughly, the mixture 
subsequently hardens indicating that once all ingredients are present and mixed 
hardening begins instantly (see for example, Example 1, page 10). Furthermore, as 
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indicated in Constantz et al, hardening ranges from about 5 minutes to about 20 
minutes which overlaps the range set forth by Applicant. 

1 2. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to D. L. Jones whose telephone number is (571) 272-0617. 
The examiner can normally be reached on Mon.-Fri., 6:45 a.m. - 3:15 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley can be reached on (571) 272-0616. The fax phone number 
for the organization where this application or proceeding is assigned is (571 ) 273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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